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Dear Mr. Wandel:

\We have reviewed your Sect ion 5 10(k) premarket notificat ion ol'intent to market the device
referenced above and have determined the device is subsuitnioaliv equivalent (for the indications
for uIse stated inl (hle enlosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassilied inl accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements For annUal registration, listing of
devices, good mnanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you, hiowever, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (P1MA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Reglations. Title 2 1. Parts 800 to 898. In addit ion. FDA may
publish further announcemients concerning your device in thle Federal Register.

Please be advised that FDA's issuance of a substantial equivalenice determination does not mecan
that FDA has made a determination that your device complies with other requliremecnts of the Act
or any, Federal stautes and regulations administered by other Federal agencies. YOU mu1Lst
comply with all the Act's requiremnents. including. but not liited to: registration and listing (2 1
C FR P;art 807): labeling (2 1 CJR Part 801): medical device reporting (reporting ofimedical
device-related adverse events) (2 1 CFR 803): good inann Iteturi ng practice requirements as set
forth in the quality systems (QS) regulation (2 I CFR Part 820): and ii, applicable, thle electronic
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CERZ 1000-1050,



Page 2-Mr. Wanidel

IF youI desire specific advice for your device on ourI labeling reCglIat ion (2 1 CUR Part 801 ). please
contact the Di vision of SinailI Manu f'acturers. International and Consumer Assistance at i is toll-
free number (800) 638 204 1 or (301) 796-7100 or al its Internet address
Imtp: //N ww\4 x/' d aIl' csNeo esI ' e / i rir1dCIItl.1hi in. Also, please note
the reQUlatiori entitled. "Misbranding by reference to premnarket notifieation- (21 CER Part
807.97). For questions regarding the reporting ofadverse events uinder the MDR regulation (2 1
CER Part 803). please go to

Ii in /wwW lt.uovM dicalDeics/S:af~ wRcon I ro 1m/d l i It I tn or the CDI) H*s Office
of Suirveil lance and B1iomietrics/Di vision of Plostmnarket Surveillance.

You may obtain other general information on your responsibilities tinder the Act from the
Division of'Sniall Manufacturers, International and Consumner Assistance at its toll-free num1iber
(800) 638-204 1 or (301) 796-7100 or at its Internet address

h nL:/%%ww. IdU a. u ov/M ed ical lDc vi ces/Resou rces torY eu//I [ILI List vNAle fl aL 1. 1) t In.

Sincerely yours.

fbor
Janine M. Morris
Director. D)ivision of Radiological HeI althb
Office ci. n Vitro Diagnostics

and Radiological Hecalt h
Center [or Dev ices and Radiological I lealili

Enclosure



51 0(k) Number (if known)
K133 663

Device Name
Nio Color 2MP (MDNC-222 1)

Indications for Use (Describe)
The NIO 2MVP LED Display (MDNC-222 1) is intended to be used in displaying and viewing digital images for review by
trained medical practitioners. These devices must not be used in primary image diagnosis in mammography.

Type of Use (Select one or both, as applicable)

0 Prescription Use (Part 21 CFR 801 Subpart 0) 0I Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE D0 NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORN) (Signat urn)

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to. a collection of
information unless it displays a currently valid OMB number"
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